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RATIONALE: 

The  interpretation  of  a  pulmonary  function  test  (PFT)  can  be  challenging  in  patients  with  mixed 
obstructive  and  restrictive  disorders,  especially  in  regards  to  the  degree  of  obstruction.  Prior  studies 
identified  the  FEV1  overestimates  the  degree  of  obstruction  because  FEV1  is  reduced  from  both  the 
obstructive  and  restrictive  components  of  the  underlying  disease.  One  smaller  study  adjusted  the  FEV1 
for  the  decrease  in  TLC  to  better  define  the  severity  of  underlying  airway  obstruction,  which  resulted  in 
83%  of  patients  being  changed  to  a  less  severe  grade  of  obstruction  according  to  ATS/ER5  guidelines. 
This  study  aims  to  evaluate  a  larger  population  of  patients  with  a  mixed  obstructive-restrictive  pattern 
on  full  PFTs  in  order  to  correlate  the  grade  of  obstruction  based  on  the  degree  of  restriction  and 
underlying  lung  disease. 

METHOOS: 

This  study  is  a  retrospective  chart  review  of  the  PFT  databases  from  multiple  institutions.  We  selected 
individuals  with  both  obstructive  (FEV1/FVC  <  lower  limit  of  normal)  and  restrictive  (TLC  <80%)  lung 
disease.  The  severity  of  obstruction  for  unadjusted  (FEV1  %  predicted  alone)  versus  adjusted  (FEV1  % 
predicted  /  TLC  %  predicted)  values  were  compared  and  reported  according  to  ATS/ERS  guidelines. 
Additional  comparisons  were  made  based  on  the  degree  of  restriction  (<  70%  vs.  <  80%)  and  cause  of 
underlying  lung  disease  (COPD  vs.  other  obstructive  diseases). 

RESULTS: 

A  large  PFT  database  was  evaluated,  which  yielded  401  individual  patients  who  satisfied  our  study 
inclusion  criteria.  By  unadjusted  FEV1,  a  total  of  43%  patients  were  categorized  as  having  severe  or  very 
severe  obstruction,  47%  with  moderate  to  moderately  severe  obstruction,  and  10%  with  mild 
obstruction.  After  adjustment  for  FEV1%/TLC%,  96%  of  patients  were  reclassified  to  a  lesser  degree  of 
obstruction.  After  adjustment,  7%  patients  were  reclassified  as  severe  or  very  severe  obstruction,  26% 
with  moderate  to  moderately  severe  obstruction,  and  67%  with  mild  or  no  obstruction,  in  a  comparison 
of  patients  with  TLC  <70%  vs.  <80%,  99%  of  those  184  patients  with  a  TLC  <70%  were  reclassified.  With 
regards  to  diagnosis,  99%  of  COPD  patients  were  reclassified  to  a  lesser  degree  of  obstruction  vs.  90%  of 
non-COPD  patients  that  were  reclassified. 

CONCLUSIONS: 

Adjusting  the  method  to  grade  obstruction  in  patients  with  combined  obstructive  and  restrictive 
disorders  resulted  in  a  significant  reclassification  of  obstruction  to  a  lesser  degree,  especially  in  patients 
with  COPD  and  a  more  severe  restrictive  process.  Clinical  correlation  with  the  degree  of  impairment  is 
ongoing. 
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C.2016.102d 
NEW  PROJECT 


ACTION: 

APPROVAL  DATE: 
EXPIRATION  DATE: 
REVIEW  TYPE: 


APPROVED 
April  25,  2D16 
April  25,  2D  17 
EXPEDITED 


1.  Congratulations!  The  Brooke  Army  Medical  Center  (BAMC)  Institutional  Review  Board 
(IRB)  reviewed  and  APPROVED  your  aforementioned  protocol  and  supporting  documents.  The 
research  is  judged  to  constitute  minimal  risk.  The  protocol  has  been  assigned  control  number 
C.2016.1D2d.  Please  refer  to  this  designation  in  all  correspondence.  Your  protocol  was 
reviewed  for  regulatory  compliance  under  the  expedited  review,  in  accordance  with 
32CFR219.1 10  (b)  Federal  Register  Category  (5).  Applicable  OHRP  (under  45CFR40),  FDA 
(under  21CFR50  and  50)  and  HIPAA  (45CFR160  and  104)  regulations  were  also  consulted,  as 
appropriate. 

2.  As  part  of  this  approval,  the  following  determinations  were  made: 

a.  The  protocol,  P03,  Version  #1,  Dated  25  April  2010,  is  approved  to  review  medical 
records  of  all  patients  (ages  18-89)  who  have  completed  a  full  pulmonary  function  test 
(spirometry,  lung  volumes  and  diffusing  capacity),  evaluated  at  San  Antonio  Military 
Medical  Center  and  Wilford  Hall  Ambulatory  Surgical  Center  from  1  January  2009  to  31 
December  2D15. 

b.  A  waiver  of  informed  consent  has  been  approved  IAW  32  CFR2 19.1 10(d)  for  the 
entire  study. 

c.  A  HIPAA  waiver  has  been  submitted  and  approved. 

d.  No  funding  is  requested  from  the  BAMC  Department  of  Clinical  Investigation. 

3.  A  Research  Monitor  is  not  required;  protocol  is  no  greater  than  minimal  risk. 

4.  You  are  required  to  report  all  unanticipated  problems  involving  risks  to  subjects  or  others 
(UPlRSOs)  and  Serious  Adverse  Events  (SAEs)  to  the  IRB.  Any  unanticipated  adverse  events 


must  be  reported  to  the  Human  Protection  Administrator  within  48-hours  by  phone  at  (210)  910- 
2598  or  (2 1 0)  9 1 0-0600  or  by  email  at  usarmv.  ibsa  medcom-bamc.mbx.bamc-irbi’aTna  il.mil 

5.  This  protocol  will  automatically  expire  on  25  April  2017.  If  you  plan  to  continue  beyond  this 
date,  the  required  continuing  review  progress  report  is  due  to  the  BAMC  IRB  no  later  than  six 
(0)  weeks  prior  to  expiration.  The  IRB  will  attempt  to  assist  you  by  sending  a  reminder 
however,  submission  of  the  continuing  review  report  is  your  responsibility.  Failure  to  submit  the 
report  on  time  will  result  in  the  expiration  of  your  protocol  and  a  requirement  to  cease  all 
research  activities  until  the  entire  protocol  can  be  resubmitted. 

6.  Please  be  sure  to  maintain  all  records  in  accordance  with  the  terms  set  forth  in  your 
protocol.  You  are  required  to  have  all  records,  including  informed  consent  and  HIPAA 
documents,  available  for  review  by  the  IRB  or  other  federal  agencies. 

7.  Any  changes  to  your  protocol,  including  any  changes  in  personnel,  may  not  be  made 
without  prior  IRB  approval.  Please  forward  a  request  for  any  changes,  along  with  their  rationale 
to  the  BAMC  IRB  for  review  and  approval. 

8.  Please  inform  the  IRB  when  the  protocol  is  completed  or  changes  status  and  forward  any 
significant  findings. 

9.  Abstract  and/or  manuscript  submissions  resulting  from  this  research  should  be  cleared  LAW 
local  publication  clearance  policies. 

10.  If  at  any  time  you  have  questions  regarding  your  responsibilities  as  a  Principal  Investigator, 
please  contact  the  IRB  office  at  210-916-7837.  On  behalf  of  the  entire  IRB,  we  wish  you  much 
success  with  your  research  protocol.  We  look  forward  to  reviewing  the  progress  of  your  study  in 
the  coming  months. 
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Lynn  S.  Platteborze 
MS,  RAC.  CIP 

Designated  Expedited  Review  IRB  Member 
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4.  If  at  any  time  you  have  questions  regarding  your  responsibilities  as  a  Principal 
Investigator,  please  contact  the  undersigned  at  (210)  916-9425  or 
dustin  ,m .thomas4  .mil@mail  .mil  On  behalf  of  the  entire  IRB,  we  wish  you  continued 
success  with  your  research  protocol.  We  look  forward  to  reviewing  the  progress  of  your 
study  in  the  coming  months. 


DUSTIN  M.  THOMAS 
MAJ,  MC,  USA 

Designated  Expedited  Review  Member 
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